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DETAILED ACTION 

The examiner acknowledges receipt of request for extension of time, request for 
continued examination under 37 CFR 1.114, amendment and remarks filed 09/08/09. Claim 27 
is canceled. Claim 12 is amended. Claims 12, 15, 16, 19 and 20 are pending. 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 08/10/09 has been entered. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

3. Claims 12, 15, 16, 19 and 20 are rejected under 35 U.S.C. 102(e) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Stroh et al. (US 6,020,003) for reasons of 
record and reiterated herein below. 
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4. Claim 12 is a solid composition comprising an active ingredient and non-hvdrolyzed, 
non-gelling fish gelatin. The recitation o f pharmaceutical in the preamble is the intended use o f 
the composition; "fast-dispersing dosage form " is the characteristic/property of the composition; 
the composition disintegrating within 1-60 seconds when placed in contact with a fluid is the 
characteristic of the composition; making the fish gelatin by the process recited in the claim does 
not further limit the fish gelatin component of the composition and a product by process claim is 
not limited to the manipulations of the recited steps, it is only limited to product implied by the 
steps. Claim 19 is also a product by process claim defining the steps of arriving at the fish 
gelatin product . Claim 12 is amended to include the language of how the composition is 
prepared. 

5. Stroh discloses spray dried powder formulation comprising non-hydro lyzed gelatin 
(abstract; column 5, line 64) and active agents suspended or suspended in the aqueous phase 
during processing are useful solids and some of these drugs are listed in column 6, lines 1-27); 
the sources of gelatin in Stroh are cow hides, bovine skin, bovine bone, pork skin and fish 
(column 5, lines 57-63) and specifically Stroh requires that gelatins from all species be non- 
hydro lyzed (column 5, line 64). The Stroh composition also contains excipients such as fillers, 
binders, disintegrants, antiadherent, glidants, colorants, lubricants, flavors and sweeteners 
(column 6, line 30 to column 7, line 36) meeting claim 20. The non hydrolyzed fish gelatin 
meets the requirements of claims 12 and 19. Stroh specifically says in column 6, line 7 that the 
solids are the active agents and the levels of the solids are typically 5-40% (column 6, line 28) 
meeting the broad range of the amount of the active agent present in claims 15 and 16. Stroh 
does not talk about non gelling fish gelatin and example 14, which is directed to the use of non- 
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hydrolyzed fish gelatin does not describe a gelling or gel formation before spray drying the 
emulsion. Thus, the examiner takes the position supported by example 14 that the fish gelatin 
did not gel in the formulation and the fish gelatin is non-gelling. Amended claim 12 states the 
process of making the composition. But, product-by-process claims are not limited to the 
manipulations of the recited steps, only the structure implied by the steps and "[E]ven though 
product-by-process claims are limited by and defined by the process, determination of 
patentability is based on the product itself. The patentability of a product does not depend on its 
method of production. If the product in the product-by-process claim is the same as or obvious 
from a product of the prior art, the claim is unpatentable even though the prior product was made 
by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). 
Therefore, the product of Stroh meets the claimed composition. 

6. In the alternate, since Stroh did not specifically refer to the fish gelatin as non gelling, 
and since the composition of example 14 did not gel before the composition is spray dried as is 
described above, one having ordinary skill in the art at the time the invention was made would 
have reasonable expectation of success that the use of non gelling fish gelatin in the preparation 
of the product of Example 14 would produce the expected product. 

Response to Arguments 

7. Applicant's arguments filed 8/10/09 have been fully considered but they are not 
persuasive. No further remarks were filed with the request for continued examination under 37 
CFR 1.114 except for the remarks filed after the final rejection. Thus the response to the after 
final remarks is reproduced below to address the previously filed remarks. 
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8. Amending claim 12 to include the process of making the product turns the claim into 
product by process claim does not place the claims in condition for allowance since product-by- 
process claims are not limited to the manipulations of the recited steps, only the structure implied 
by the steps and "[E]ven though product-by-process claims are limited by and defined by the 
process, determination of patentability is based on the product itself The patentability of a 
product does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable even 
though the prior product was made by a different process." In re Thorpe, 777 F.2d 695, 698, 
227 USPQ 964, 966 (Fed. Cir. 1985). In the current situation, the composition of claim 12 is 
anticipated by the disclosed composition of Stroh for reasons of record. Further search and 
consideration is required for the proposed amendment to claim 12. 

9. Applicant's argument that the present composition is a network of active ingredient and 
non-hydrolyzed, non-gelling fish gelatin obtained by the process of sublimation of solvent while 
the composition of Stroh is not a network is not persuasive because the proposed amendment is 
not entered and that argument is directed to un-entered limitations. 

10. With regards to spray drying, method of making spray dried tablettable powders with 
high edible oil loadings based on non-hydrolyzed gelatin and the Stroh reference, it is noted that 
claim 12 is directed to composition and not directed to method of making the composition. 

1 1 . Also, with regards to applicant's assertion that spray dried powder does not have the 
porous network, it is noted that there is no recitation in the claims that the composition is porous 
and also, the proposed amendment has not been entered so that the argument regarding the 
process of making the product is not applicable to the finally rejected claims. 
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12. Applicant's argument that Stroh fails to teach all the elements of the claims is not 
persuasive because claim 12 is directed to a composition that comprises an active agent and non- 
hydrolyzed non-gelling fish gelatin carrier and Stroh teaches that. The recitation that the 
composition disintegrates within 1 to 60 seconds ... is a characteristic of the composition and a 
network of the active agent and the non-hydrolyzed, non-gelling fish gelatin broadly reads on a 
composition comprising active ingredient and non-hydrolyzed, non-gelling fish gelatin. Since 
Stroh teaches a composition comprising active agent and non-hydrolyzed, non-gelling fish 
gelatin, the composition of Stroh would also be a network. Applicant also argues that Stroh is 
fundamentally different from the claimed network, but applicant has not provided factual 
showing that the structure of Stroh is not a network. "When the PTO shows a sound basis for 
believing that the products of the applicant and the prior art are the same, the applicant has the 
burden of showing that they are not." In re Spada, 91 1 F.2d 705, 709, 15 USPQ2d 1655, 1658 
(Fed. Cir. 1990). The applicant has not met the burden of showing that the composition of 
Stroh is not a network or is structurally different. 

1 3 . Exhibit A: Is a scanning electron microscope image of "the unique fish gelatin network 
present in the claimed invention" and Exhibit B: is a "scanning electron microscope image of 
spray dried gelatin formulation," according to the applicant. But the claim is directed to a 
composition and the fish gelatin according to claim 19 is spray dried. It is thus unclear what 
applicant refers to as the gelatin of the invention. If the gelatin of the invention which is spray 
dried as per claim 19 is the unique gelatin in Exhibit A, then the gelatin of Stroh, which is also 
spray dried, would also have the unique electron microscope of Exhibit A. Applicant's Exhibit 
B, representing spray dried gelatin is also representation of spray dried gelatin of claim 19. But 
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on the whole, the claims are directed to composition and not to the process of making the 
composition or the non-hydrolyzed fish gelatin. The proposed amendment has not been entered. 

14. IDS: With regards to applicant's order for the examiner to request the parent 
application 09/959,018 for copies of the NPL references that are not in the e-file wrapper of this 
examined application, it is noted that application 09/959,019 is an e-Phoenix application that is 
already available electronically and one cannot order e-Phoenix files. Therefore, the examiner is 
unable to order this file. The said NPL references are not in the electronic file. Applicant is 
respectfully requested to provide copies of those NPL references to enable the examiner to 
consider the references. 

15. Therefore, claims 12, 15, 16, 19 and 20 are rejected under 35 U.S.C. 102(e) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Stroh et al. (US 6,020,003) is 
maintained. 

16. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BLESSING M. FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on Monday to Thursday from 7 a.m. to 5:30 p.m.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Blessing M. Fubara/ 
Examiner, Art Unit 1618 



